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Novenber 30, 1999

Docunent Managenent Branch (HFA-305)
Food and Drug Admi nistration

5630 Fi shers Lane, Room 1061
Rockville, NMD 20852

RE: DOCKET NO. 97N-4845S
Gent | emen:
There is a w despread understanding in the nmedical community that the

current FDA proposal to regulate allograft bone tissue wasoriginated
nore or less as an article of gamesmanshi p between conpeting nedical

devi ce manufacturers. In fact, if legislated, FDA regulation of bone
tissue as if it were an inplanted nedical device would virtually
guar ant ee degraded nedical care; it would fall into conplete disuse,
requiring patient aut ogr aft procedur es. Sonetines  autograft
procedures are resorted to naturally, but this should be a nedical
deci sion not a bureaucratic one. | urge you to forego FDA regul ation

of allograft material as a nedical device, but rather continue
regul ating the safety of conventional bone bank tissue.

Sincerely yours,

R i Sl

Bruce L. Ehni, MD.
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